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DETAILED ACTION 

1. Claims 1-57 have been examined. 

Specification 

2. Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

3. The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

4. The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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6. Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is disclosing a method for securely collecting information from a 
user; but the steps of claim 1 does not provide the information about how 
the collection is being done. 

7. Claims 2 to 19 are also rejected under 35 U.S.C. 112, second paragraph 
according to the dependency to the claim 1. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

8. Claims 20, 21 , 22, 26, 27, 28, 29, 30, 31 , 32, 33, 34, 35, 37, 38, 39, 40, 42 to 48, 
49, 50, 52, 53, 54, 55, 56, and 57 are rejected under 35 U.S.C. 102(e) as being 
unpatentable by Sparks (U.S. Patent Publication No. 2001/0037215). 

A. As per clai m 20, Sparks discloses a method for collecting data 
(Sparks; paragraph 3), comprising: 

(a) providing a medical test to a patient (Sparks; paragraph 33); 

(b) collecting the testing apparatus from the user once the user 
completes testing (Sparks; paragraph 37); and 
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(c) distributing test information from the apparatus to authorized 
recipients (Sparks; paragraph 38). 

B. As pe r claim 21 , Sparks discloses the method of claim 20 wherein said 
step (a) comprises: 

(a1) accepting a request to ship a test device from a requestor 
(Sparks; paragraph 17); and 

(a2) communicating with a logistics system directing shipment of 
the device to the patient (Sparks; paragraph 76). 

C. As per claim 22, Sparks discloses the method of claim 20 wherein said 
step (a1) comprises the sub-steps of: authorizing the requestor to make 
the request; and accepting the request (Sparks; paragraph 42). 

D. As per claim 26, Sparks discloses the method of claim 20 wherein said 
step (a) is performed via a computer over a communications network 
(Sparks; paragraph 90). 

E. As per clai m 27, Sparks discloses the method of claim 26 wherein said 
communications network is a modem (Sparks; paragraph 18). 

Examiner considers that since the system disclosed by Sparks 
includes a modem since it includes communication types such as 
phone, fax, and e-mail and online. 

F. As per claim 28, Sparks discloses the method of claim 26 wherein said 
communications network is a global computer communications network. 
(Sparks; paragraph 39). 
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G. As per claim 29, Sparks discloses the method of claim 28 wherein said 
communications network is a wireless link (Sparks; paragraph 39). 

H. As per claim 30, Sparks discloses the method of claim 20 wherein said 
step (c) is performed over a series of at least one private and one public 
network (Sparks; paragraph 39). 

I. As per claim 31 , Sparks discloses the method of claim 20 wherein said 
step (c) comprises: (c1) determining, based on input from the patient, said 
authorized recipient; and (c2) verifying a recipients authorization to 
receive data before distributing said data (Sparks; paragraph 42). 

J. As per claim 32, Sparks discloses the method of claim 20 wherein said 
step (c) is performed using secure communications (Sparks; paragraph 
71). 

K. As per clai m 33, Sparks discloses the method of claim 20 wherein said 
step (a) is performed using secure communications (Sparks; paragraph 
40). 

L. As per claim 34, Sparks discloses the method of claim 20 wherein step 
(a) comprises the sub-steps of: (a1) receiving a request from a referring 
physician for a medical test, subject to verification by an authorized 
physician; and (a2) receiving authorization from the authorized physician 
(Sparks; paragraphs 16 and 77). 

M. As per claim 35, Sparks discloses the method of claim 34 wherein said 
step (c) comprises: (c1) receiving authorization from the patient for the 
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referring physician to receive distributions of patient's data; and (c2) 
distributing the patient's data to referring physician (Sparks; paragraph 
. 38). 

N. As per claim 37, Sparks discloses the method of claim 36 wherein said 
steps are performed sequentially (Sparks; paragraph 87). 
O. As per claim 38, Sparks discloses the method of claim 36 wherein said 
step (a) is performed using an information server coupled to a public 
network (Sparks; paragraph 39). 

P. As per clai m 39, Sparks discloses the method of claim 36 wherein said 
step (a) comprises: 

(a1) accepting a request to ship a medical test device from the 
physician (Sparks; paragraph 17).; and 

(a2) communicating with a shipper directing shipment to the patient 
(Sparks; paragraph 78). 

Q. As per claim 40, Sparks discloses the method of claim 39 wherein said 
step (a1) comprises the sub-steps of: verifying the physician is authorized 
to make the request; and accepting the request (Sparks; paragraph 42). 
R. As per claim 42, Sparks discloses the system of claim 41 wherein the 
interface server includes an order authorization application (Sparks; 
paragraph 42). 

S. As per clai m 43, Sparks discloses the system of claim 42 wherein the 
authorization application includes at least a consumer access level, a 



Application/Control Number: 09/881 ,181 Page 7 

Art Unit: 3626 

patient access level, a member access level and a physician access level 
(Sparks; paragraph 41). 

T. As per claim 44, Sparks discloses the system of claim 41 wherein the 
database server includes a data structure including a physician record 
data structure (Sparks; paragraph 38), a manufacturing record database 
(Sparks; paragraph 76), a client record database (Sparks; paragraph 75) 
and a device record data structure (Sparks; paragraph 76). 
U. As per claim 45, Sparks discloses the system of claim 41 further 
including a journaling application transferring orders to the logistics system 
(Sparks; paragraph 76). 

V. As per clai m 46, Sparks discloses the system of claim 41 further 
including an inventory inquiry application communicating with the logistics 
system (Sparks; paragraph 37). 

W. As per claim 47, Sparks discloses the system of claim 41 wherein the 
logistics system includes an interface application to a commercial shipper 
(Sparks; paragraph 39). 

X. As per clai m 48, Sparks discloses the system of claim 41 further 
including a device return verification application, communicating with the 
logistics system (Sparks; paragraph 59). 

Y. As per clai m 49, Sparks discloses the system of claim 41 further 
including a data extraction application (Sparks; abstract and paragraph 
16) 
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Z. As per claim 50, Sparks discloses the system of claim 41 further 
including a data report generator (Sparks; paragraph 18). 
AA. As per claim 52, Sparks discloses the method of claim 51 wherein 
said steps (c) and (d) are performed sequentially (Sparks; paragraph 87). 
BB. As per claim 53, Sparks discloses the method of claim 51 wherein 
said step (d) is performed prior to said step (c) (Sparks; paragraph 87). 
CC. As per claim 54, Sparks discloses the method of claim 51 wherein 
said step (c) is performed via said network (Sparks; paragraph 90). 
DD. As per claim 55, Sparks discloses the method of claim 51 wherein 
said step (c) is performed via a modem. 

Examiner considers that since the system disclosed by Sparks 
includes a modem since it includes communication types such as 
phone, fax, and e-mail and online. 
EE. As per claim 56, Sparks discloses the method of claim 51 wherein 
said step (c) is performed via a wireless communications link (Sparks; 
paragraph 39). 

FF.As per claim 57, Sparks discloses the method of claim 51 wherein said 
communications network is at least partially a public network (Sparks; 
paragraph 39) and said steps (a) and (c) are performed via a secure link 
through said network (Sparks; paragraph 71). 

Claim Rejections - 35 USC § 103 
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9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 23, 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sparks (U.S. Patent Publication No. 2001/0037215) in view of Snell (U.S. Patent No. 
5,722,999). 

A. As per clai m 23, Sparks discloses the method of claim 20 wherein said 
step (a) includes the sub-step of: providing an id number for the medical 
test device; and recording the id number prior to transmitting the test 
device to the end user. 

Sparks fails to expressly teach to provide and record an id number for the 

medical test device, per se, since it appears that Sparks is more directed 

to provide information and medical device to the patient. However, this 

feature is well known in the art, as evidenced by Snell. 

In particular, Snell discloses a system and method for storing and 

displaying historical medical data measured by an implantable medical 

device, wherein unique identifier code is stored in the program memory 

area (Snell; col. 4, lines 21-23 and 27-29 and col.7, lines 38-41). 

It would have been obvious to one having ordinary skill in the art at the 

time of the invention to have combined distribution system disclosed by 

Sparks within the stored unique identifier number taught by Snell with the 
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motivation of the identifier code identifies the implanted or distributed 
medical device as a device implanted in or distributed to a particular 
patient (Snell; col. 7, lines 41-42). 

B. As per clai m 24, Sparks discloses the method of claim 20 wherein said 
step (a) comprises: 

(a1) authorizing a requestor to make a request to transmit the test 
device to the patient (Sparks; paragraph 42); 

(a2) accepting a request from the requestor to transmit the test 
device to the patient (Sparks; paragraph 42); 

(a3) recording a unique identification number for the test device; 

and 

(a4) communicating with a logistics system or a carrier to transport 
the device to the patient (Sparks; paragraph 62). 

Sparks fails to expressly teach recording an id number for the medical test 
device, per se, since it appears that Sparks is more directed to provide 
information and medical device to the patient. However, this feature is well 
known in the art, as evidenced by Snell. 

In particular, Snell discloses a system and method for storing and 
displaying historical medical data measured by an implantable medical 
device, wherein unique identifier code is stored in the program memory 
area (Snell; col.7, lines 38-41). 
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It would have been obvious to one having ordinary skill in the art at the 
time of the invention to have combined distribution system disclosed by 
Sparks within the stored unique identifier number taught by Snell with the 
motivation of the identifier code identifies the implanted or distributed 
medical device as a device implanted in or distributed to a particular 
patient (Snell; col. 7, lines 41-42). 
11. Claim 25, 36 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sparks (U.S. Patent Publication No. 2001/0037215) in view of applicant's admitted 
prior art. 

A. As per clai m 25, sparks discloses the method of claim 20 further 
including the step of: (d) tracking the time following completion of said step 
(a) and initiating step (b) within a fixed time period. 
Sparks fails to expressly teach to track the time between providing and 

L 

collecting the medical device, per se, since it appears that Sparks is more 
directed to provide information and medical device to the patient. 
However, this feature is well known in the prior art admitted by the 
applicant. 

In particular, applicant's prior arts U.S. Patent No's 5,797,852 and 

» 

5,844,996 disclose devices to provide feedback to physicians following a 
period of in-home testing by a patient, wherein the patient carries the 
device home for a one-night test. 
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It would have been obvious to one having ordinary skill in the art at the 
time of the invention to have combined distribution system disclosed by 
Sparks within the tracking the time between providing and collecting the 
test with the motivation of the providing feedback to physicians following a 
period of in-home testing by a patient. (Applicant's specifications; page 3, 
lines 7-9). 

B. As per clai m 36, Sparks discloses a method for conducting a medical 
test for an authorized physician (Sparks; paragraph 3), comprising: 

(a) collecting an order for a device (Sparks; paragraph 16); 

(b) transmitting a medical test device to a user (Sparks; paragraph 

3); 

(c) extracting test results from the test device; 

(d) retrieving the test device from the user subsequent to the user 
inputting test results into the device; and 

(e) distributing test results to authorized recipients (Sparks; 
paragraph 38). 

Sparks fails to expressly teach to extract the test results from the medical 
device and also retrieving the test device from the user, per se, since it 
appears that Sparks is more directed to obtain the results from the patient. 
However, this feature is well known in the prior art admitted by the 
applicant. 
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In particular, applicant's prior arts U.S. Patent No's 5,797,852 and 

5,844,996 disclose devices to provide feedback to physicians following a 

period of in-home testing by a patient, wherein the patient carries the 

device to the physician, who extracts data from the device. 

It would have been obvious to one having ordinary skill in the art at the 

time of the invention to have combined distribution system disclosed by 

Sparks within the extracting the results from the device with the motivation 

of the providing feedback to physicians following a period of in-home 

testing by a patient. (Applicant's specifications; page 3, lines 7-9). 

C. As per claim 51 , Sparks discloses a method for conducting a medical 

test for an authorized physician (Sparks; paragraph 3), comprising: 

(a) collecting an order for a device input via a computer and 
received via a communications network (Sparks; paragraph 18); 

(b) transmitting a medical test device to a patient at a patient 
defined location (Sparks; abstract and paragraph 3); 

(c) extracting test results from the test device; 

(d) retrieving the test device from the patient subsequent to the 
user inputting test results into the device (Sparks; paragraph 37); and 

(e) distributing test results to authorized recipients via a secure 
connection to said communications network (Sparks; paragraph 38). 

The obviousness of modifying the teaching of Sparks to include the 
extracting test results from the test device (as taught by applicant's 
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admitted prior art) is as addressed above in the rejection of claim 36, part 
(c) and incorporated herein. 



12. Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sparks 
(U.S. Patent Publication No. 2001/0037215) in view of Kulkarni (U.S. Patent Publication 
No. 2001/0032098). 

A. As per clai m 41 , Sparks discloses a system for providing a test system to a 
patient, comprising: 

i. an interface server including an ordering interface coupled to a 
communications network accessible by a plurality of computers (Sparks; 
paragraph 18); 

ii. a database server coupled to the interface server (Sparks; 
paragraph 65); 

iii. a logistics system transmitting a medical test to a patient at the 
direction of a physician accessing the ordering system via the interface 
server and retrieving the test from the patient upon completion of the test 
(Sparks; paragraph 37); and 

iv. a data transfer system, collecting test results from the medical test 
and distributing results via a secure mechanism to an authorized recipient. 
Sparks fails to expressly teach a data transfer system, collecting test 
results from the medical test and distributing results via a secure 
mechanism to an authorized recipient, per se, since it appears that Sparks 
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is more directed to obtain the results from the patient. However, this 
feature is well known in the art, as evidenced by Kulkarni. 
In particular, Kulkarni discloses an internet ready medical device, wherein 
a control box can be modified to send the readings over the internet 
(Kulkarni; paragraph 36). 

It would have been obvious to one having ordinary skill in the art at the 
time of the invention to have combined distribution system disclosed by 
Sparks within sending the readings over the internet taught by Kulkarni 
with the motivation of to determine the appropriate action to be taken 
depend on the reading (Kulkarni; paragraph 36). 

Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The cited but not disclosed arts teach "Electronic system for 
tracking and monitoring articles to be sterilized and associated method" 2003/0170901, 
"Personalized health care provider directory" 6,014,629,"Method and apparatus for 
electronically accessing and distributing personal health care information and services 
in hospitals and homes" 5,867,821 , "Automated system for identifying authorized 
system users" 5,689,247, "Delivery of medical services using electronic data 
communications" 5,619,991, "Portable non-invasive testing apparatus" 5,257,627, 
"Device for obtaining, transporting and using a liquid specimen" 4,596,157. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dilek B. Cobanoglu whose telephone number is 571- 
272-8295. The examiner can normally be reached on 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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